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Clinical studies evaluating the effectiveness of investigational new animal drugs are conducted to support approval of a new animal drug application. These studies must be conducted in a manner that ensures the integrity and validity of the collected data. On November 2, 1992, the Center for Veterinary Medicine announced the availability of a guideline entitled "Conduct of Clinical Investigations: Responsibilities of Clinical Investigators and Monitors for Investigational New Animal Drug Studies." This guideline, which provides recommendations on the conduct of clinical investigations and the responsibilities of monitors and investigators, is presented in this manuscript. Additionally, the responsibilities of sponsors as delineated by the Food and Drug Administration's laws and regulations are also summarized.